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(Department of Health) 
NOTIFICATION 

New Dellii, the 11th .4u»mt. 1992 

G.S.R. 723(E).—Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945 was published as required by sections 12 and 
33 of the Drugs and Cosmetics Ac^, 1940 (23 of 
L-MO). with Ihe Notification of the Government of 
India, in the Ylinislry of Health and Family Welfare 
(Dermiment of Health) No. GSR 695(E) dated the 
iBlh November, 1991, in the Gazette 01 India, 
IEtraoruinary Part II, Section 3. Sub-section (i), 
dated the 18th November, 1991 inviting the objections 
and stigyeslions from all persons likely to be affected 
thereby before the expiry of period of sixty days 
from the date on which the copies of the Gazette 
were made available to the public. 

7\nd vhcrcas the copies of the Gazette were made 
available to tlic public 011 the llih December, 1991. 


40. m.TT.k. 43 (tt) 2 0-1-89 (^fe'T'Sf) 


41. ffT.TT.k. 
42 ^.TT k. 

43. ffr.TT.k. 

44. ?rr.TT.k- 

45 ^rr.TT.k. 

46 rrr.TT.k. 
47. rrr.TT.k. 


44 (?r) =nfrg 20 - 1-89 (^^krw) 
too (sr) ^nfr^ 14 - 2 -ss 
443 (k) ftTTT’f 12-4-89 
588 (bt) uRT- 1 2-6-89 (^rkOiq) 
691 tk) nTTpa- 11-7-89 
734 (?r) frrfm 2 8-S-89 
16 (?r) cTTk’f 1-10-89 


And wirereas the objections and suggestions recei¬ 
ved from the public on the said draft rules have 
been taken into consideration by the Central Govern¬ 
ment. 

Now. tiiercfore, in exercise of the powers con- 
fnred by the sections 12 and 33 of the said Act. the 
Central Government, after cons.'ltation with the 
Drugs Technical Advisory Board, hereby makes the 
following n'!e.s further to amend the Drugs and 
Cosmetics p.ulcs, 1945, namely ;— 

1. (1) Timse rules may be called the Drugs and 
Cosmetics il-iflh Amendment) Rules, 1992. 


48. ’Tf.TT.k. 731 (tt) fiTk'J 23-8-90 

49. ^T.TT.k. 865 (?t) Tlfk 25-10-90 

50. ffl.TT.k, 11 (?t) fTTk^I 7-1-91 


51. m.^q.k. 223 (?t) nlk*! 19-4-91 
52 gi Jt:T,k. 246 (k) 1-5-9 1 

3 3 nr ^T.k 30 1 (Tf) dkrg 7 -G -91 


(2) They shall come into force on the date of 
their pi.fi'lication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945,-- 

(_1) m ruie 139—(a) for .sub-ru!e (2), the 
following sub-rule shall be substituted, namely :_ 

(2) The factory premises shah comply with 
the requirements and conditions speci- 
t.ed in Schedule M-iJ". 


5 4- m.'fT.k. 302 tk) enker 7 u-gf 

55. ffi.TT k. 491 (tt) rrrfM 25-7-91 

56. gr.TT k. 49,5 (^q) Tf^Vf 25-7-91 


(b) Sub-rules (3) and (4) shall be 
omitted 

{2> Aftej Schedule the foliowinu Sche¬ 
dule shall be addeJ namd' ;— 




“SCHIiDULE (ID 


t'Sep rule 139j 

FEQUiFiEiMEXTS OF faciory PEEinsri: ror 

MANXTAClT’RF OF FOSMFTICS 

I. GGNFRAL RfFOUIREMENTS 

(r\) Location and surroundings.—The factory 
shall be located in a sanitary place and 
hygienic conditions shall be inaintained in 
the premises. Premises shall not be used 
for residence or be interconnected with resi¬ 
dential areas. It shall be well ventilated 
and clean. 

[B) Eiiildings.—The buildings used for the 
factory shall be constructed so as to permit 
production under hygienic conditions and 
not to permit entry of ia'^ects, rodents, files 
etc. 

The wails of the room in which manufacturing 
operations are carried out, shall be iipto a height of 
si.s feet fiom the floor, be smooth, wafer-proof and 
capable of being kept clean. The flooring shall be 
smooth, even and washable and shall be such as 
not to permit of retention or accumulation of dust. 

iC) V/atcr supply.—The water used in manu¬ 
facture shall be of potable quality. 

( Dj Disposal of water.—Suitable arrangements 
shall be made for disposal of waste water. 

(E) Health, clothing and sanitary requirements 
of the staff.—^All w'orkers shall be free 
from cotageous or infectiou.s diseases. 
Thev shall be provided with clean uni¬ 
forms, masks, headgears and gloves 
wherever required. Wa.shing facilities shall 
also be provided. 

IF) Medical Services —Adequate facilit’Cs for 
first aid shall be provided. 

(G> Working benches .shall be prorided for 
ci'iTving out oncrations such as filling. 
Inbellin.". packing etc. Such benches shall 
he fitted with smooth, impervious tops 
capable of being washed. 

(HI Adequate facilities shall be provided for 
washing and drying of glass containc-s if 
die same are to be used for packing the 
product. 

IE. RCOUTREMENTS OF PI. ANT AND FOUIP- 
MENT 

The following cqiiiomcnf, area and odicr renu're- 
ments are i-ecommendcd for the raanufacfiire of— 

A. Powders—Face powder, cake make-up. com¬ 
pacts, face p.icks, masks and rougc.s etc. 

Equipment ; 

(a) Powder mixer of suitable tyme provided 
with a dust collector 


(b) Perfume and colour blender. 

('.*) Sifter wiih sieves of suitable mesh size, 

(U) Bali nnu or suitable pinder 
ic) Trays and icoopes (slamle'.s stceb. 

(f) Filling and sealing equipment provided with 
dust extractor. 

(g) For compacts ;— 

(il a separate mixer, (ii) Compact pressing 
machine. 

lit) V-'eigiiing and measuring devices. 

(i) Storage tanks. 

A.n area of 15 square meters is recommended. 
The sectio.n is to be provided with adequate e.vhaust 
fans 

B. Creams, lotions, emulsions, pastes, cleansing 
milks, shampoos, pomade, bri'liantine, shaving 
cream-s and hair oils etc. 

(a) Mixing and storage tanks of suitable 
materials. 

fb) Heating kettle—steam, gas or electrically 
heated. 

(c) Suitable agitator. 

(d) Colloidal mill or homogeniser (wherever 
necessary), 

(c) Triple roller mill (Wherever necessary). 

(f) Filing and sealing equipment, 
fg) IVeighing and measuring devices. 

An area of 25 square metres is recommended 

C. Nail Poli.shes and Nail Lacquers, 

1. Fquipmem ; 

(.'>) A suitable mixer 
fb) Storage tanks. 

(c) Filling machine—hand operated or power 
driven, 

til) Weighing and Measuring devices. 

An area of 15 square meters is recommended. 
The section shall be provided with flame proof 
e.xhaust system 

2. Premises ' 

Tlie following are the special requirements related 
to Nail Polishes and Nail Lacquers ; 

fa) It shall be situated in an industrial area, 

(b) It shall be separate from other cosmetic 
manufacturing areas hy mctaljbrick parti¬ 
tion iipto ceiling, 

(c) Floors, walls ceilings nnt! doors shall ' be 
fire proof 
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(d) Smoking, cooking and dwelling shall not 
be permiUed and no naked flame shall be 
brought in the premises. 

(e) All electrical wiimg and connections shall 
be concealed and mam electric switch shall 
i’c outside the mamifactunng area 

if) y^il cqiiipnient, fumiturc and light littings 
in the section shall be flame poor. 

tg) Fire extinguisher like foam and dry powder 
and suflloent number of buckets containing 
sand shall be provided. 

/h) All doors of the section shall open out¬ 
wards 

3 Storage ; 

All e .plosive solvents and ingredients shall be 
stored in metal cupboards or in a separate 
enclosed area 

4. Manufaettire : 

fa) Mamifacture of iacquar shall not be under 
taken unless the above conditions are com¬ 
plied with, 

(b) Workers shall be asked to wear shoes with 
rubber sole in the .section. 

5. Other rcciuirenients : 

No objection certificate from the local 1‘ire 

Brigade Authorities shall be furninhed. 

D Lip.sticlis and Lipgloss etc. 

Equipment 

fa) Wrtical mixer. 

fb) Jacketted kettle—steam, gas or electrically 

heated, ( ) 

(c) hbxing vessel (stainless steel). 

(d) Triple roller milfiBalJ mill. 

(e) Moulds with lefrigeration facility. 

(f) ^^■ejghmg and measuring devices. 

An area of 15 equaie melics is recommended. 

E. Dcpihl (tries : 

Equipment 

(a) Mixing tanks, 

(b) Mi xer.___ ____ 

(c) Iiiple roller mill or homoi?enlser tWheie 
necessary). 

fd) Filling and sealing equipment. 

fc) N^^cighing and measuring devices 

(f) Moulds (where ncecs'tur;, t. 

An area of 10 square meters i reenmnendr 

F Preparations used for f'ves 


FXJllAOlUoLxARY llf^Rr il—Si u i-ul 


Such prcpgrlion' ^hall be rnunufactured under 
sfiict hygienic conditions to ensure tliat these (ure 
safe for ust, 

i E>throws, ESi iaslie,, Eye liner" eT 
Equipiinierit 

(a) Mtxiug tanks. 

(b) A suitable mixer. 

(c) Ilomogcniser (where necessary) 

(d) Filling and sealing equipnirtit 

(c) Weighing and measuring devices. 

An area of 10 square meters is recommended. 

2. Kajal and Surma. 

E<}uipincnt • 

(a) Base steriliser. 

(b) Fovsder steriliser (dry Iiea* oven). 

(c) Stainless steel tanks, 

fd) A suitable Mixer. 

fc) Stainless steel sieves. 

(f) Filling and scaling arranagements 

(g) Weighing and measuring devices. 

fh) Ilomogcniser fwhere ncccssarj). 

fi) Festcl and Motar (for Surma). 

An area ot 10 square meters with a separate area 
or 5 square meters for base stcrih/afion is rccoin- 
nicndcd. 

Otlier requirements for I and 2 : 

fa) I aJse ceibng shall be provided wherever 
required. 

(b) Manufacturing area shall be made fly proof. 
An airlock or an aircurtam shall be provi¬ 
ded. 

(ct Btsc used for K.ajal .^hall be sterilised by 
heating the base at 150 degree C for 
lequircd time in a separate enclosed area, 

fd) The vegetable carbon black powder shall be 
sterilised in a drying oven at 120 degree C 
for required time. 

tc) All utensils|used for m.ainifacturc shall be 
of stainless steel and shall be w'ashed with 
detergent water, antiseptic liquid and ng.ain 
wifli distilled water. 

tt) Contaiucis employed for ‘Knial’ shall be 
cleaned properly with bactericidal solulion 
and dried, 

fv,i V, orkers shall put on clej.t overalls and 
use hqndglovcs wherever nccesnrv 



ci Trim. TOTsiRijr 
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G. Aerosol 

Equipment : 

(a) Air compressor (wherever necessary). 

(b) Mixing tanks. 

(c) Suitable propellant filling and crimping 
equipments. 

(d) Liquid filling unit. 

(e) Leak testing equipment. 

(f) Fire extinguisher (wherever necessary). 

(g) Suitable filtration equipment. 

th) Weighing and measuring devices. 

An area of 15 square meters is recommended. 
Other requirements ; 

No objection certificate from the Local Fire 
Brigade Authorities shall be furnished. 

H Alcoholic Fragrance Solutions. 

Equipment ; 

(a) Mixing tanks with stirrer. 

(b) Filtering equipment. 

tc) Filling and sealing equipment. 

(d) Weighing and mesuring devices. 

An area of 15 square meters is recommended, 

I. Hair Dyes. 

Equipment : 

(a) Stainless steel tanks. 

(b) Mixer. 

(c) FiUing Unit. 

(d) Weighing and measuring devices. 

(e) Mask, gloves and goggles. 

An area of 15 square meters with proper exhaust 
is recommended. 

,T. Tooth Powders and Tooth Pastes etc 

1. Tooth Powder in General. 

Equipment : 

(a) Weighing and measuring devices. 

(b) Dry mixer (powder blender). 

(c) Stainless steel sieves. 

(d) Powder filling and sealing equipments. 

An area of 15 square meters with proper exhaust 
is recommended. 

2. Tooth Pastes. 

Equipment : 

fa) Weighing and measuring devices. 

2052 GI/9^—2 


(b) Kettle—steam, gas or electrically heated 
(where necessary). 

(c) Planetory mixer with deaerator sysilem. 

(d) Stainless steel tanks. 

(e) Tube fiJlmg equipment. 

(f) Orimpiing machine: 

An additional area of 15 square meters with pro¬ 
per exhaust is recommcinded. 

3. Tooth Powder (Bl^k) 

Bquipmemt : 

(a) Weighing and measuring devices. 

(b) Dry mixer powder blender. 

(c) Stainless steel sieves. 

(d) Powder filling arrangements. 

An area of 15 square meters with proper exhaust 
is recommended. Areas for rqanufacturing “Black" 
and “White” tooth powders should be separate. 

K. Toilet SoapB : 

Equipment : 

(a) Kettles|paos for saponification. 

(b) Boiler or any other suitable heating arrange¬ 
ment. 

(c) Suitable stirring arrangement 

(d) Storage tanks or trays. 

(e) Driers. 

(f) Ama]gamator[chippmg machine. 

(g) Mixer. 

(h) Triple roller mill. 

(i) Granulator, 
a) Plodder. 

(k) Cutter. 

G) PresBing, damping and embossing machine. 

(m) Weighing ad measuring devices. 

A minimum area of 100 square meters is recom¬ 
mended for the small scalg manufacture of toilet soaps. 

The areas recommended above are for basic manu¬ 
facturing of difPererit categories of co.smettcs. In ad- 
^tioa to that separate adequate space for storage of 
raw maUerials, finished p(rodiio:s packing materials 
shall be provided in factory premises A testing labo- 
ratoip shall also be provided. 

Note No.-if 

_ The above requiremeni^s of Schedule are made sub¬ 
let to rhe modification at the discretion of 
the Ucetnshg Authority, if he i, of the opinion that 
having regard to the nature and extent of the raaou- 
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fadturing operations it is necessary to relax or alter 
than in the circumstances of a particular case. 

Note No.-iII 

The above requirements do not include require¬ 
ments of machinery, equipments and premises required 
for preparation of containers and closers of different 
categories of cosmetics. The Licensing Authority shall 
have the discretion to examine the suitability and ade¬ 
quacy of the machinery equipments and premises for 
the purpose taking into consideration of the require¬ 
ments of the licensee. 

Note No.—^in 

Schedule M-II specifies 'Equipments and space re¬ 
quired for certain categories of cosmetics only. There 
are Other cosmetics items viz. Attars, perfumes etc. 
which are not covered in the above categories. The 
Licensing Authority shall, in respect of such items or 
categories of cosmetics, have the discretion to exa¬ 
mine the adequacy of factory premises, space, plant 
and machinery and other requisites having regard to 
the nature and extent of the manufacturing operations 
involved and direct the licensee to carry on necessary 
modification in them. 

[No. X. 110M|12|88-DMS and PEA] 

B. S. LAMBA, Jt. Sccy. 

Note ; The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act and 
the Rules (PDGHS-61). Subsequently the 
said rules have been amended bv the follow¬ 
ing notifications published in Part II, Sec¬ 
tion 3. Sub-seettion (i) of the Gazette of 
India, namely ;— 

1. GSR 1241, dated 6-10-1979 

2. GSR 1242, dated 6-10-1979 

3. GSR 1243, dated 6-10-1979 

4. GSR 1281, dated 12-10-1979 

5. GSR 430, dated 19-04-1980 

6. GSR 11% dated 26-07-1980 

7. GSR 540(E), dated 22-09-1980 

8. GSR 680(E), dated 5-12-1980 

9. GSR 631(E), dated 5-12-1980 

10. GSR 682(E), dated 5-12-1980 

11. GSR 27(E), dated 17-01-1981 

12. GSR 478(E), dated 6-08-1981 

13. GSR 62(E), dalted 5-02-1982 

14. GSR 462(E), dated 22-06-1982 

15. GSR 510(E), dated 26-07-1982 

16. GSR 13(E), dated 7-01-1983 

17. GSR 318(E), dated 1-05-1984 


EXTRAORDINARY [Part II— Sec. 3(i)] 

18. GSR 331(E), dated 8-05-1984 

19. GSR 460(E), dated 20-06-1984 

20. GSR 487CE), dated 2-07-1984 

21. GSR 89(E), dated 16-02-1985 

22. GSR 788(E), dated 10-10-1985 

23. GSR 17(E), dated 7-01-1986 

24. GSR 1040(E), dated 29-08-1986 

25. GSR 1060(E), dated 5-09-1986 

26. GSR 1U5(E), dated 30-09-1986 

27. GSR 71(E), dated .30-01-1987 

28. GSR 570{E), dated 12-06-1987 

29. GSR 626(E), dated 2-07-1987 

30. GSR 792(E), dated 17-09-1987 

31. GSR 371(E), dated 24-03-1988 

32. GSR 75(E), dated 2-06-1988 

33. GSR 675(E), dated 2-06-1988 

34 . GSR 676(E), dated 2-06-1988 

35. GSR 677(E), dated 2-06-1988 

36. GSR 680(E), dated 6-06-1988 

37. GSR 735(E), dated 24-06-1988 

38. GSR 813(E), dated 27-07-1988 

39. GSR (944E), dated 21-09-1988 (Corrigendum) 

40. GSR 43(E), dated 20-01-1989 (Corrigendum) 

41. GSR 44(E), dated 20-01-1989 (Corrigendum) 

42. GSR 100(E),dated 14-02-1989 (Conigendum) 

43. GSR 443(E), dated 12-04-1989 

44. GSR 588(E), dated 2-06-1989 (Corrigendum) 

45. GSR 691(E), dated 11-07-1989 

46. GSR 784(E), dated 28-08-1989 

47. GSR 16(E), dated 10-01-1990 

48. GSR 731(E), dated 23-08-1990 

49. GSR 865(E). dated 25-10-1990 
.50, GvSR 11(E), dated 7-01-1991 

51. GSR 223(E), dated 19-04-1991 

52. GSR 246(E), dated 1-05-1991 

53. GSR 301(E), dated 7-06-1991 

54. GSR 302(E), dated 7-06-1991 

55. GSR 491(E). dated 25-07-1991 

56. GSR 495(E), dated 25-07-1991 

57. GSR 532(E), dated 14-08-1991 

58. GSR 626(E), dated 14-10-1991 

59. GSR 668(E) dated 7-11-1991 

60. GSR 730(E), dated 10-12-1991 

61. GSR 59(E), dated 22-01-1992 

62. GSR 305(E), dated 4-03-1992 (Corrigendum) 
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